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DETAILED ACTION 



Application status 

Claims 1-41 are pending in tine instant application. 



Election/Restrictions 
Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which 
are not so linked as to form a single general inventive concept under PCT Rule 13.1 . 

In accordance with 37 CFR 1 .499, applicant is required, in reply to this action, to 
elect a single invention to which the claims must be restricted. 



Group I, claims 1,2, 14, 23, 24, 27 and 28, drawn to a prophylactic/therapeutic agent for 
respiratory diseases, comprising [i] a compound or its salt that inhibits the activity of a 
protein comprising the same or substantially the same amino acid sequence as the 
amino acid sequence represented by SEQ ID NO: 2, SEQ ID NO: 4, SEQ ID NO: 6, 
SEQ ID NO: 8, SEQ ID NO: 10, SEQ ID NO: 12, SEQ ID NO: 14, SEQ ID NO: 16, SEQ 
ID NO: 18, SEQ ID NO: 20, SEQ ID NO: 22, SEQ ID NO: 24, SEQ ID NO: 26, SEQ ID 
NO: 28, SEQ ID NO: 30, SEQ ID NO: 32, SEQ ID NO: 34, SEQ ID NO: 36, SEQ ID NO: 
38, SEQ ID NO: 40, SEQ ID NO: 42, SEQ ID NO: 44, SEQ ID NO: 46, SEQ ID NO: 48, 
SEQ ID NO: 50, SEQ ID NO: 52, SEQ ID NO: 54, SEQ ID NO: 56, SEQ ID NO: 58, 
SEQ ID NO: 60 or SEQ ID NO: 62, its partial peptide, or a salt thereof, or [ii] a 
compound or its salt having an action of regulating a cholesterol hydroxylation activity; a 
method comprising administering said compound or its salts that inhibits the activity of a 
protein; and the use of said compound. 

Group II, claims 3-7, drawn to an antisense polynucleotide comprising the entire or part 
of a base sequence complementary or substantially complementary to a base sequence 
of a polynucleotide encoding a protein comprising the same or substantially the same 
amino acid sequence as the amino acid sequence represented by SEQ ID NO: 2, SEQ 
ID NO: 4, SEQ ID NO: 6, SEQ ID NO: 8, SEQ ID NO: 10, SEQID NO: 12, SEQ ID NO: 
14, SEQ ID NO: 16, SEQ ID NO: 18, SEQ ID NO: 20, SEQ ID NO: 22, SEQ ID NO: 24, 
SEQ ID NO: 26, SEQ ID NO: 28, SEQ ID NO: 30, SEQ ID NO: 32, SEQ ID NO: 34, 
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SEQ ID NO: 36, SEQ ID NO: 38, SEQ ID NO: 40, SEQ ID NO: 42, SEQ ID NO: 44, 
SEQ ID NO: 46, SEQ ID NO: 48, SEQ ID NO: 50, SEQ ID NO: 52, SEQ ID NO: 54, 
SEQ ID NO: 56, SEQ ID NO: 58, SEQ ID NO: 60 or SEQ ID NO: 62, or its partial 
peptide. 

Group III, claims 8-12, drawn to an antibody against a protein comprising the same or 
substantially the same amino acid sequence as the amino acid sequence represented 
by SEQ ID NO: 2, SEQ ID NO: 4, SEQ ID NO: 6, SEQ ID NO: 8, SEQ ID NO: 10, SEQ 
ID NO: 12, SEQ ID NO: 14, SEQ ID NO: 16, SEQ ID NO: 18, SEQ ID NO: 20, SEQ ID 
NO: 22, SEQ ID NO: 24, SEQ ID NO: 26, SEQ ID NO: 28, SEQ ID NO: 30, SEQ ID NO: 
32, SEQ ID NO: 34, SEQ ID NO: 36, SEQ ID NO: 38, SEQ ID NO: 40, SEQ ID NO: 42, 
SEQ ID NO: 44, SEQ ID NO: 46, SEQ ID NO: 48, SEQ ID NO: 50, SEQ ID NO: 52, 
SEQ ID NO: 54, SEQ ID NO: 56, SEQ ID NO: 58, SEQ ID NO: 60 or SEQ ID NO: 62, or 
against its partial peptide or a salt thereof. 

Group IV, claims 13, 19-22, drawn to a diagnostic agent for respiratory diseases 
comprising a polynucleotide encoding a protein comprising the same or substantially the 
same amino acid sequence as the amino acid sequence represented by SEQ ID NO: 2, 
SEQ ID NO: 4, SEQ ID NO: 6, SEQ ID NO: 8, SEQ ID NO: 10, SEQ ID NO: 12, SEQ ID 
NO: 14, SEQ ID NO: 16, SEQ ID NO: 18, SEQ ID NO: 20, SEQ ID NO: 22, SEQ ID NO: 
24, SEQ ID NO: 26, SEQ ID NO: 28, SEQ ID NO: 30, SEQ ID NO: 32, SEQ ID NO: 34, 
SEQ ID NO: 36, SEQ ID NO: 38, SEQ ID NO: 40, SEQ ID NO: 42, SEQ ID NO: 44, 
SEQ ID NO: 46, SEQ ID NO: 48, SEQ ID NO: 50, SEQ ID NO: 52, SEQ ID NO: 54, 
SEQ ID NO: 56, SEQ ID NO: 58, SEQ ID NO: 60 or SEQ ID NO: 62, or its partial 
peptide, a method of screening a prophylactic/therapeutic agent for respiratory 
diseases, which comprises using said polynucleotide, and a kit comprising said 
polynucleotide. 

Group V, claims 15-18, drawn to a method of screening a prophylactic/therapeutic agent 
for respiratory diseases, which comprises using a protein comprising the same or 
substantially the same amino acid sequence as the amino acid sequence represented 
by SEQ ID NO: 2, SEQ ID NO: 4, SEQ ID NO: 6, SEQ ID NO: 8, SEQ ID NO: 10, SEQ 
ID NO: 12, SEQ ID NO: 14, SEQ ID NO: 16, SEQ ID NO: 18, SEQ ID NO: 20, SEQ ID 
NO: 22, SEQ ID NO: 24, SEQ ID NO: 26, SEQ ID NO: 28, SEQ ID NO: 30, SEQ ID NO: 
32, SEQ ID NO: 34, SEQ ID NO: 36, SEQ ID NO: 38, SEQ ID NO: 40, SEQ ID NO: 42, 
SEQ ID NO: 44, SEQ ID NO: 46, SEQ ID NO: 48, SEQ ID NO: 50, SEQ ID NO: 52, 
SEQ ID NO: 54, SEQ ID NO: 56, SEQ ID NO: 58, SEQ ID NO: 60 or SEQ ID NO: 62, its 
partial peptide, or a salt thereof, and a kit for screening a prophylactic/therapeutic agent 
for respiratory diseases, comprising a protein comprising the same or substantially the 
same amino acid sequence as the amino acid sequence represented by SEQ ID NO: 2, 
SEQ ID NO: 4, SEQ ID NO: 6, SEQ ID NO: 8, SEQ ID NO: 10, SEQ ID NO: 12, SEQ ID 
NO: 14, SEQ ID NO: 16, SEQ ID NO: 18, SEQ ID NO: 20, SEQ ID NO: 22, SEQ ID NO: 
24, SEQ ID NO: 26, SEQ ID NO: 28, SEQ ID NO: 30, SEQ ID NO: 32, SEQ ID NO: 34, 
SEQ ID NO: 36, SEQ ID NO: 38, SEQ ID NO: 40, SEQ ID NO: 42, SEQ ID NO: 44, 
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SEQ ID NO: 46, SEQ ID NO: 48, SEQ ID NO: 50, SEQ ID NO: 52, SEQ ID NO: 54, 
SEQ ID NO: 56, SEQ ID NO: 58, SEQ ID NO: 60 or SEQ ID NO: 62, its partial peptide, 
or a salt thereof. 

Group VI, claims 25 and 26, drawn to a method of preventing/treating respiratory 
diseases, which comprises inhibiting the activity of a protein comprising the same or 
substantially the same amino acid sequence as the amino acid sequence represented 
by SEQ ID NO: 2, SEQ ID NO: 4, SEQ ID NO: 6, SEQ ID NO: 8, SEQ ID NO: 10, SEQ 
ID NO: 12, SEQ ID NO: 14, SEQ ID NO: 16, SEQ ID NO: 18, SEQ ID NO: 20, SEQ ID 
NO: 22, SEQ ID NO: 24, SEQ ID NO: 26, SEQ ID NO: 28, SEQ ID NO: 30, SEQ ID NO: 
32, SEQ ID NO: 34, SEQ ID NO: 36, SEQ ID NO: 38, SEQ ID NO: 40, SEQ ID NO: 42, 
SEQ ID NO: 44, SEQ ID NO: 46, SEQ ID NO: 48, SEQ ID NO: 50, SEQ ID NO: 52, 
SEQ ID NO: 54, SEQ ID NO: 56, SEQ ID NO: 58, SEQ ID NO: 60 or SEQ ID NO: 62, or 
its partial peptide or a salt thereof, or inhibiting the expression of a gene for the protein. 

Group VII, claims 29, 30, 39 and 41 , drawn to a prophylactic/therapeutic agent for 
respiratory diseases, which comprises a compound or a salt thereof that promotes the 
activity of a protein comprising the same or substantially the same amino acid sequence 
as the amino acid sequence represented by SEQ ID NO: 64 or SEQ ID NO: 66, or its 
partial peptide or a salt thereof; a method comprising administering said compound; and 
the use of said compound. 

Group VIII, claims 31-33, drawn to an antibody against a protein comprising the same or 
substantially the same amino acid sequence as the amino acid sequence represented 
by SEQ ID NO: 64 or SEQ ID NO: 66, or against its partial peptide or against a salt 
thereof. 

Group IX, claims 34, 37 and 38, drawn to a diagnostic agent for respiratory diseases, 
comprising a polynucleotide encoding a protein comprising the same or substantially the 
same amino acid sequence as the amino acid sequence represented by SEQ ID NO: 64 
or SEQ ID NO: 66, or its partial peptide; a method comprising the use of said 
polynucleotide; and a kit comprising said polynucleotide. 

Group X, claims 35 and 36, drawn to a method of screening a prophylactic/therapeutic 
agent for respiratory diseases, which comprises using a protein comprising the same or 
substantially the same amino acid sequence as the amino acid sequence represented 
by SEQ ID NO: 64 or SEQ ID NO: 66, its partial peptide, or a salt thereof; and a kit 
comprising said protein. 

Group XI, claim 40, drawn to a method of preventing/treating respiratory diseases, 
which comprises promoting the activity of a protein comprising the same or substantially 
the same amino acid sequence as the amino acid sequence represented by SEQ ID 
NO: 64 or SEQ ID NO: 66, or its partial peptide or a salt thereof, or promoting the 
expression of a gene for the protein. 
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In addition to the above election, if Applicants elect one of Groups l-VI, please 
elect a single SEQ ID NO from the group consisting of SEQ ID NO: 2, SEQ ID NO: 4, 
SEQ ID NO: 6, SEQ ID NO: 8, SEQ ID NO: 10, SEQ ID NO: 12, SEQ ID NO: 14, SEQ 
ID NO: 16, SEQ ID NO: 18, SEQ ID NO: 20, SEQ ID NO: 22, SEQ ID NO: 24, SEQ ID 
NO: 26, SEQ ID NO: 28, SEQ ID NO: 30, SEQ ID NO: 32, SEQ ID NO: 34, SEQ ID NO: 
36, SEQ ID NO: 38, SEQ ID NO: 40, SEQ ID NO: 42, SEQ ID NO: 44, SEQ ID NO: 46, 
SEQ ID NO: 48, SEQ ID NO: 50, SEQ ID NO: 52, SEQ ID NO: 54, SEQ ID NO: 56, 
SEQ ID NO: 58, SEQ ID NO: 60 and SEQ ID NO: 62. 

Also, if Applicants elect one of Groups VII-XI, please elect a single SEQ ID NO 
from the group consisting of SEQ ID NO: 64 and SEQ ID NO: 66. 

According to POT Rule 13.2 and to the guidelines in Section (f)(i)(A) of Annex B 
of the PCT Administrative Instructions, all alternatives of a Markush Group must have a 
common property or activity. The polypeptides of, polynucleotides encoding or 
complementary to, and antibodies to SEQ ID NO: 2, SEQ ID NO: 4, SEQ ID NO: 6, 
SEQ ID NO: 8, SEQ ID NO: 10, SEQ ID NO: 12, SEQ ID NO: 14, SEQ ID NO: 16, SEQ 
ID NO: 18, SEQ ID NO: 20, SEQ ID NO: 22, SEQ ID NO: 24, SEQ ID NO: 26, SEQ ID 
NO: 28, SEQ ID NO: 30, SEQ ID NO: 32, SEQ ID NO: 34, SEQ ID NO: 36, SEQ ID NO: 
38, SEQ ID NO: 40, SEQ ID NO: 42, SEQ ID NO: 44, SEQ ID NO: 46, SEQ ID NO: 48, 
SEQ ID NO: 50, SEQ ID NO: 52, SEQ ID NO: 54, SEQ ID NO: 56, SEQ ID NO: 58, 
SEQ ID NO: 60 or SEQ ID NO: 62 lack common structure. 

Also, the polypeptides of, polynucleotides encoding or complementary to, and 
antibodies to SEQ ID NO: 2, SEQ ID NO: 4, SEQ ID NO: 6, SEQ ID NO: 8, SEQ ID NO: 
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10, SEQ ID NO: 12, SEQ ID NO: 14, SEQ ID NO: 16, SEQ ID NO: 18, SEQ ID NO: 20, 
SEQ ID NO: 22, SEQ ID NO: 24, SEQ ID NO: 26, SEQ ID NO: 28, SEQ ID NO: 30, 
SEQ ID NO: 32, SEQ ID NO: 34, SEQ ID NO: 36, SEQ ID NO: 38, SEQ ID NO: 40, 
SEQ ID NO: 42, SEQ ID NO: 44, SEQ ID NO: 46, SEQ ID NO: 48, SEQ ID NO: 50, 
SEQ ID NO: 52, SEQ ID NO: 54, SEQ ID NO: 56, SEQ ID NO: 58, SEQ ID NO: 60 or 
SEQ ID NO: 62 share no special technical feature as the polynucleotides, particularly 
the complementary polynucleotides are not required for the polypeptides and instead 
encode polypeptides that would not elicit the antibody to the polypeptides. 



The inventions listed as Groups l-XI do not relate to a single general inventive 
concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
corresponding special technical features for the following reasons: Where a group of 
inventions is claimed in an application, the requirement of unity of invention shall be 
fulfilled only when there is a technical relationship among those inventions involving one 
or more of the same or corresponding special technical features. The expression 
"special technical features" shall mean those technical features that define a 
contribution which each of the claimed inventions, considered as a whole, makes over 
the prior art. Russsell et al. (WO/2000/23596, see IDS) teach a compound, i.e., 
inhibitors such as cholesterol (5-cholesten-3fl-ol), cholestanol (5et-cholestan-313-ol), 
epicholesterol (5-cholesten-3a-ol), coprostanol (5[3-cholestan-3[3-ol), desmosterol 
(5,24- cholestadien-313-ol), [3-sitosterol (5-cholesten-2413-ethyl-313-ol), 25- 
hydroxycholesterol (cholest-5-ene-313, 25-diol), and 27-nor-25-oxocholesterol (27-nor- 
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25-oxo-5-cholesten-313-ol), which inhibit the activity of cholesterol 25-hydroxylase 

(CH25H) (see page 20 under "Measurement of cholesterol 25-hydroxylase activity in 

cell lysates", and page 23 under "Inhibitor Studies"), which corresponds to the limitation 

of claim 1 , in the recitation of 

"A prophylactic/therapeutic agent for respiratory diseases, comprising a 
compound or its salt that inhibits the activity of a protein comprising the same or 
substantially the same amino acid sequence as the amino acid sequence 
represented by SEQ ID NO: 2, SEQ ID NO: 4, SEQ ID NO: 6, SEQ ID NO: 8, 
SEQ ID NO: 10, SEQ ID NO: 12, SEQ ID NO: 14, SEQ ID NO: 16, SEQ ID NO: 
18, SEQ ID NO: 20, SEQ ID NO: 22, SEQ ID NO: 24, SEQ ID NO: 26, SEQ ID 
NO: 28, SEQ ID NO: 30, SEQ ID NO: 32, SEQ ID NO: 34, SEQ ID NO: 36, SEQ 
ID NO: 38, SEQ ID NO: 40, SEQ ID NO: 42, SEQ ID NO: 44, SEQ ID NO: 46, 
SEQ ID NO: 48, SEQ ID NO: 50, SEQ ID NO: 52, SEQ ID NO: 54, SEQ ID NO: 
56, SEQ ID NO: 58, SEQ ID NO: 60 or SEQ ID NO: 62, its partial peptide, or a 
salt thereof." 



It is noted by the Examiner that [i] Applicants' SEQ ID NO: 2 is the amino acid 
sequence of CH25H, and [ii] the recitation of "for respiratory diseases" in the preamble 
is not given any patentable weight since it only recited the intended use of the agent. 
Therefore, the shared technical feature of the groups is not a "special technical feature", 
unity of invention between the groups does not exist. Furthermore, the shared technical 
feature between SEQ ID NOs does not exist because each SEQ ID NO represents a 
structurally and functionally different polypeptide. 



Applicant is advised that the reply to this requirement to be complete must 
include an election of the invention to be examined even though the requirement be 
traversed (37 CFR 1.143). 
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Because these inventions are unrelated and distinct for the reasons given above, 
have acquired a separate status in the art as shown by their different classification, and 
the literature and sequence searches required for each of the Group is not required for 
another thereby presenting a search burden on the Examiner, restriction for 
examination purposes as indicated is proper. 

Applicant is advised that the reply to this requirement to be complete must 
include an election of the invention to be examined even though the requirement be 
traversed (37 CFR 1.143). 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a petition under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 .1 7(1). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jae W. Lee whose telephone number is 571-272-9949. 
The examiner can normally be reached on 9:00-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Andrew Wang can be reached on 571-272-081 1 . The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/JAE W LEE/ 
Examiner, Art Unit 1656 



/David J. Steadman/ 

Primary Examiner, Art Unit 1656 



